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I. Basis of the report 



1 . With regard to the elements of the international application:* 

[xl the international application as originally filed 
| | the description: 



pages 
pages 
pages 



_ , as originally filed 
, filed with the demand 



, filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 

pages 



, as originally filed 



, as amended (together with any statment) under Article 19 
, filed with the demand 



filed with the letter of 



I I the drawings: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



. filed with the letter of 



I I the sequence listing part of the description: 

pages . 

pages 

pages 



, as originally filed 

, filed with the demand 



. filed with the letter of 



With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is 

| | the language of a translation furnished for the purposes of international search (under Rule 23. 1(b)). 
| | the language of publication of the international application(under Rule 48.3(b)). 

I — | the language of the translation furnished for the purposes of international preliminary examination(under Rules 55.2 and/ 
L - 1 or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

[ | contained inthe international application in written form. 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form. 

furnished subsequently to this Authority in computer readable form 

The statement that the subsequently furnished written sequence listing does not go beyond the disc losure in the 
international applicationas as filed has been furinshed. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



□ 
□ 
□ 
□ 

□ 



4- □ 



The amendments have resulted in the cancellation of: 

the description, pages 

| | the claims, Nos. 

| | the drawings, sheet 



5. 



□ 



This report has been established as if (some of) the amendments had not been made, since they have been considered to 
go beyond the disclosure as filed, as indicated in the Supplemental Box(Rule 70.2(c)).** 



* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 1 4 are referred to 
in this opinion as "originally filed." and are not annexed to this report since they do not contain amendments (Rules 70.16 
and 70. 17). 

♦* Any replacement sheet containing such amendments must be referred to tinder item I and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . Statement 
Novelty (N) 

Inventive step (IS) 



Claims 

Claims 



_YES 



NO 



Claims 1 " 7 
Claims 



YES 



NO 



Industrial applicability (IA) Claims 1 " 7 

Claims 



YES 



JnJO 



2. Citations and explanations (Rule 70.7) 

The present invention claimed in claims 1-5 and 6-7 is related to a microemulsion 
preconcentrate comprising an active component, an oil, a surfactant and a hydrophilic 
solvent selected from the group consisting of propylene glycol diacetate, propylene 
glycol raonostearate, and salts of the foregoing materials, and to an oral, 
pharmaceutical preparation comprising said microemulstion preconcentrate. 



1. Prior Art 



The following documents identified in the International Search Report have been 
considered for the purpose of this report: 



Dl= US 6,159,933 (12 December 2000) 
D2= WO 97/22358 A (26 June 1997) 



Dl discloses pharmaceutical compositions in the form of an emulsion concentrate or. 
microemulsion preconcentrate which comprise a cyclodextrin as an active ingredient, 
propylene carbonate as a hydrophilic solvent, glycerides as a lipophilic solvent, and a 
surfactant. 

D2 discloses a microemulsion preconcentrate which comprises a cyclospor ines as an 
active ingredient, tocopherol derivatives as a hydrophobic component, propylene 
carbonate as a hydrophilic component, and a surfactant. 



2. Novelty 

The cited documents only describe the general state of the prior art about a 
microemulsion preconcentrate and do not disclose anything about propylene glycol 
diacetate, propylene glycol monostearate, and salts of the foregoing materials as a 
hydrophilic solvent in the microemulsion preconcentrate. Therefore, the subject matter 
of claims 1-7 is novel over the prior art cited in the International Search Report and 
meets the criteria set out in PCT Article 33(2). 
(Continued in the Supplemental Box.) 
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VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

Claim 1 does not meet the requirement of PCT Article 6 taken in combination with PCT Rule 6.3(b) that any 
dependant claim must contain all the technical features essential to the definition of the invention. The weight ratio of 
each component is essential to forming a microemulsion preconcentrate but there is no description about the weight 
ratio in claim 1. Therefore, claim 1 does not fully define the technical feature of the invention. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 

Continuation of: 
BoxV 

3. Inventive Step 

The purpose of the present invention is to provide a microemulsion 

preconcentrate, being applicable to hydrophilic drugs (e.g. gabapentin) or protein drugs (e.g. insulin) as well as 
hydrophobic drugs (e.g. cyclosporin) by using a hydrophilic solvent such as propylene glycol diacetate, propylene 
glycol monostearate, and salts thereof, and having low interaction with a gelatin shell during capsulation to thus 
secure the stability of the product 

Also, the present invention shows an unexpected effect about the stability and low reactivity with a gelatin soft 
capsule shell in Examples 9-11 (pp. 1 1-14). This is not considered to be obvious to a person skilled in the art 
Therefore, the subject matter of claims 1-7 is considered to involve an inventive step under PCT Article 33(3). 

4. Industrial Applicability 

The subject matter of claims 1-7 is considered to be industrially applicable under PCT Article 33(4). 
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